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DETAILED ACTION 

Currently, claims 1-9, 11-12, 14-15 and 17 are pending. Claims 1-8 are 
withdrawn from consideration and claims 9, 11-12, 1 4-1 5 and 1 7 are under examination 
herein. 

Response to Arguments 

Applicants have cancelled claims 13 and 16 which overcomes the 35 USC 112 
rejection over those claims. Applicants have amended claim 17 to overcome the 35 
USC 112 rejection and the rejection is hereby withdrawn. 

Applicants argue over the 35 USC 102 rejection over Caruso. In particular, 
Applicants argue that Caruso requires an NMDA antagonist and thus does not 
anticipate the present claims because the present claims require a non-narcotic 
analgesic and a tricyclic antidepressant. Applicants assert that there is no teaching of 
Caruso that would lead one in the art to make a composition including an optional 
component, such as the optional NSAID of Caruso, and excluding an essential 
compound such as the NMDA antagonist. 

The above arguments are considered persuasive and the 35 USC 102 rejection 
over Caruso is herby withdrawn. However, the reference is considered to be a good 
reference and will be used in the following 35 USC 103 rejection below. 

Applicants argue over the 35 USC 102 rejection over Kakuyama et al. Applicants 
argue that Kakuyama et al. does not anticipate the current claims because Kakuyama et 
al. does not teach one composition but rather two drugs being taken. Applicants argue 



Application/Control Number: 10/772,809 Page 3 

Art Unit: 1617 

that there is no indication from the results in Kakuyama that the administration of both 
amitryptiline and the NSAID provide better results than the amitryptiline alone. 

The above arguments are considered persuasive in light of the newly amended 
claim which limits administration in a single pharmaceutically acceptable vehicle and the 
35 USC 102 rejection over Kakuyama is hereby withdrawn. 

Due to Applicants amendments to the claims, please see the following new 
grounds of rejection given below. 

Claim Rejections - 35 USC 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 9, 11, 14-15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Crawford et al. (US Patent 4,579,846). 

Crawford et al. teaches an anti-inflammatory composition for the treatment of 
gastric irritation that employs the anti-inflammatory piroxicam (a non-steroidal anti- 
inflammatory drug) with the antidepressant doxepin (a tricyclic anti-depressant; see 
abstract and column 3, lines 45-58, in particular). Crawford et al. teaches that piroxicam 
and doxepin are co-administered in a single, combined formulation (see column 3, lines 
55-60, in particular). Crawford et al. also teaches that in a combined formulation, the 
proportion of each drug is the ratio of the total daily dosage of each drug when dosed 
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alone (see column 3, lines 55-68, in particular). Crawford et al. exemplifies a treatment 
composition comprising piroxicam and 20 mg doxepin with lactose and hydroxypropyl 
methylcellulose in a capsule (carriers; see Examples 7 and 9 and column 4, lines 1-10, 
in particular). 

It is respectfully noted that for the purposes of searching for and applying prior art 
under 35 U.S.C. 102 and 103, the transitional phrase "consisting essentially of is being 
construed as equivalent to "comprising." See, e.g., PPG, 156 F.3d at 1355, 48 USPQ2d 
at 1355, and MPEP 2111.03. 

It is respectfully pointed out that a recitation of an intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. In 
a claim drawn to a process of making, the intended use must result in a manipulative 
difference as compared to the prior art. See In re Casey, 152 USPQ (CCPA 1967) and 
In re Otto, 136 USPQ 458, 459 (CCPA 1963). Thus the intended use recited in claim 9, 
namely that the composition is for treatment of chronic pain is not afforded patentable 
weight. 
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Claim Rejections - 35 USC 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 12 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Crawford et al. (US Patent 4,579,846) as applied to claims 9, 11, 14-15 above and 
in view of Caruso et al. (WO 98/50044) and Matheson et al. (Drugs 2001 May; 61(6): 
833-865). 

Crawford teaches a pharmaceutical composition comprised of a tricyclic 
antidepressant and a non-narcotic analgesic as discussed above. 

Crawford does not teach the physiologically acceptable acid addition salt of the 
tricyclic antidepressant. 

Caruso et al. teaches that it is known to provide the anti-depressant doxepin as a 
pain-relieving agent in the hydrochloride salt form (see page 4, in particular). 

Matheson teaches that commonly used non-narcotic analgesics such as 
rofecoxib are used at doses up to 500 mg/day (see Abstract; meeting the limitation of 
0.5 gm in claim 17). Matheson compares rofecoxib to other non-narcotic analgesics 
such as ibuprofen and naproxen, and was found to be similarly effective, and the doses 
used of ibuprofen and naproxen are 2400 mg/day and 1000 mg/day respectively see 
Osteoarthritis under Therapeutic Efficacy for example). Though the paper focuses on 
rofecoxib, it is compared to other common non-narcotic analgesics used in different 
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treatment paradigms that are used in doses that fall within the range claimed in claim 
17. 

Accordingly, it is considered that one of ordinary skill in the art at the time the 
invention was made would have found it obvious to provide the hydrochloride salt form 
of doxepin taught by Caruso et al, in the composition of Crawford et al, because 
Crawford et al. teaches the combination formed in a capsule, whereas Caruso et al. 
teaches that the hydrochloride salt form is a suitable form for the administration of the 
pharmaceutical drugs. Further, it would be obvious to a person of ordinary skill in the 
art to provide doses of the non-narcotic analgesic in the range of 0.5 gm to 2.5 gm daily 
per the teachings of Matheson because Matheson teaches that doses of several non- 
narcotic analgesics fall within the range claimed for various types of pain. Accordingly, 
one of ordinary skill in the art would have been motivated to provide the hydrochloride 
salt form with the expectation of achieving a composition suitable for pharmaceutical 
administration and to also provide doses of non-narcotic analgesics that fall in the range 
of 0.5 gm to 2.5 gm daily because these are doses that are commonly used for the 
treatment of different types of pain. 

Conclusion 

No claims are allowed. 
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